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SUMMARY: This Advance Notice of Proposed Rulemaking (ANPR) announces the19
intention of the Fish and Wildlife Service (FWS), a bureau of the Department of the20
Interior,  and the National Marine Fisheries Service (NMFS), an Agency of the National21
Oceanic and Atmospheric Administration (NOAA), [jointly referred to as “the Services”],22
in cooperation with the U. S. Environmental Protection Agency (EPA), to conduct23
rulemaking to promulgate “counterpart regulations” under the Endangered Species Act24
(ESA).  Specifically, this notice focuses on regulations and policies affecting the25
process for consultation between EPA and the Services regarding EPA actions in its26
pesticide regulatory program under the Federal Insecticide, Fungicide, and Rodenticide27
Act (FIFRA) and does not address processes among the Services and any other office28
within the EPA.  Throughout this rulemaking process, the Services and EPA will work29
with the United States Department of Agriculture (USDA) to implement the purposes of30
the ESA and to effectuate the intent of the Congress that ESA compliance for EPA’s31
FIFRA program be designed to “minimize the impacts to persons engaged in32
agricultural food and fiber commodity production and other affected pesticide users and33
applicators.”  Public Law 100-478, October 7, 1988.  This ANPR also seeks public34
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comment on possible approaches to changing the current regulations, policies, and35
practices of the EPA and Services to better integrate the FIFRA and ESA processes36
and to improve the efficiency and effectiveness of consultations on pesticide actions to 37
enhance protection of species that are Federally listed or proposed as threatened or38
endangered and their proposed or designated critical habitat.   The agencies are39
specifically requesting comments that focus on developing solutions to the extremely40
complex issues surrounding these consultations.  In addition, this ANPR seeks41
comment on ways to improve public involvement and understanding of these processes42
and the decisions that result from them.  43

DATES: Comments, identified by docket ID number OPP-2002-XXXX, must be44

received on or before [insert date 45 days after date of publication in the Federal45

Register].46

ADDRESSES: Comments may be submitted electronically, by mail, or through hand47
delivery/courier.  Follow the detailed instructions as provided in Unit I. of the48
SUPPLEMENTARY INFORMATION. 49

FOR FURTHER INFORMATION CONTACT:50

For FWS: Richard E. Sayers, Jr., Endangered Species Program, U. S. Fish and51
Wildlife Service, ARL SQ42, 1849 C St., NW, Washington, DC 20240; telephone52
number: (703) 358-2106; fax number: (703) 358-1735; e-mail address:53
Rick_Sayers@fws.gov 54

For NOAA: Laurie Allen, Office of Protected Resources,, National Marine Fisheries55
Service; National Oceanic and Atmospheric Administration; 1315 East-West Highway,56
Room 13821, Silver Spring, MD ; telephone number: (301) 713-2322, fax number: (301)57
713-0376; e-mail address: Laurie.Allen@noaa.gov58

For EPA: Arthur-Jean Williams, Field and External Affairs Division (7506C), Office of59
Pesticide Programs, Environmental Protection Agency, 1200 Pennsylvania Ave., NW.,60
Washington, DC 20460-0001; telephone number: (703) 305-5239; fax number: (703)61
308-3259; e-mail address: williams.arty@epa.gov  62

SUPPLEMENTARY INFORMATION:63

This Notice is organized into four Units.  Unit I contains “General Information”64
about the applicability of this Notice, how to obtain additional information, how to65
submit comments in response to the request for comments, and certain other related66
matters.  Unit II provides background information on the pesticide regulatory program67
and the process by which Federal agencies consult or confer with the FWS and NMFS68
to insure appropriate protection of Federally listed and proposed, threatened and69
endangered species (“listed species”) and their proposed and designated critical70
habitat (“critical habitat”).  It also explains why EPA and the Services are considering71
changing the current approach to consultation for EPA’s pesticide regulatory program72
and the goals of any future changes.  Unit III of the Notice identifies specific aspects of73
the existing consultation process followed by EPA and the Services and seeks public74
comment on how these aspects might be modified to improve the consultation process75
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for EPA’s pesticide regulatory program.  Finally, Unit IV discusses regulatory76
assessment requirements.77

I.  General Information78

While this ANPR is being issued jointly by EPA and the Services, because EPA79
has an electronic docket system that allows distribution of materials more easily to80
interested persons, EPA has agreed to take responsibility for all of the administrative81
duties related to publication of this document, including the creation of a public docket,82
receipt of public comments, and other related matters.  EPA will share all comments it83
receives with the Services, and all three agencies will work together to compile and84
analyze public comments and on any future steps.85

A.  Does this Action Apply to Me?86

This action is directed to the public in general and may be of particular interest87
to persons who manufacture, sell or use pesticides or who are part of a State or Tribe88
engaged in the regulation of pesticide products and to groups interested in89
environmental regulation.  The Agency and the Services have not attempted to90
describe all the specific entities that may be affected by this action.  If you have any91
questions regarding the applicability of this action to a particular entity, consult the92
person listed under  FOR FURTHER INFORMATION CONTACT. 93

B. How Can I Get Copies of This Document and Other Related Information? 94

1.  Docket.  EPA has established an official public docket for this action under95
docket identification (ID) number OPP-2002-XXXX.  The official public docket consists96
of the documents specifically referenced in this action, any public comments received,97
and other information related to this action.  Although a part of the official docket, the98
public docket does not include Confidential Business Information (CBI) or other99
information whose disclosure is restricted by statute.  The official public docket is the100
collection of materials that is available for public viewing at the Public Information and101
Records Integrity Branch (PIRIB), Rm. 119, Crystal Mall #2, 1921 Jefferson Davis Hwy.,102
Arlington, VA.  This docket facility is open from 8:30 a.m. to 4 p.m., Monday through103
Friday, excluding legal holidays.  The docket telephone number is (703) 305-5805.104

2.  Electronic access.  You may access this Federal Register document105

electronically through the EPA Internet under the “Federal Register” listings at106
http://www.epa.gov/fedrgstr/.107

An electronic version of the public docket is available through EPA’s electronic108
public docket and comment system, EPA Dockets.  You may use EPA Dockets at109
http://www.epa.gov/edocket/ to submit or view public comments, access the index110
listing of the contents of the official public docket, and to access those documents in111
the public docket that are available electronically.  Once in the system, select “search,”112
then key in the appropriate docket ID number. 113

Certain types of information will not be placed in the EPA Dockets.  Information114



4

claimed as CBI and other information whose disclosure is restricted by statute, which is115
not included in the official public docket, will not be available for public viewing in116
EPA’s electronic public docket.  EPA’s policy is that copyrighted material will not be117
placed in EPA’s electronic public docket but will be available only in printed, paper form118
in the official public docket.  To the extent feasible, publicly available docket materials119
will be made available in EPA’s electronic public docket.  When a document is selected120
from the index list in EPA Dockets, the system will identify whether the document is121
available for viewing in EPA’s electronic public docket. Although not all docket122
materials may be available electronically, you may still access any of the publicly123
available docket materials through the docket facility identified in Unit I.B.  EPA intends124
to work towards providing electronic access to all of the publicly available docket125
materials through EPA’s electronic public docket.126

For public commenters, it is important to note that EPA’s policy is that public127
comments, whether submitted electronically or in paper, will be made available for128
public viewing in EPA’s electronic public docket as EPA receives them and without129
change, unless the comment contains copyrighted material, CBI, or other information130
whose disclosure is restricted by statute.  When EPA identifies a comment containing131
copyrighted material, EPA will provide a reference to that material in the version of the132
comment that is placed in EPA’s electronic public docket.  The entire printed comment,133
including the copyrighted material, will be available in the public docket. 134

Public comments submitted on computer disks that are mailed or delivered to the135
docket will be transferred to EPA’s electronic public docket.  Public comments that are136
mailed or delivered to the docket will be scanned and placed in EPA’s electronic public137
docket.  Where practical, physical objects will be photographed, and the photograph138
will be placed in EPA’s electronic public docket along with a brief description written by139
the docket staff.140

C.  How and To Whom Do I Submit Comments?141

You may submit comments electronically, by mail, or through hand142
delivery/courier.  To ensure proper receipt by EPA, identify the appropriate docket ID143
number in the subject line on the first page of your comment.  Please ensure that your144
comments are submitted within the specified comment period.  Comments received145
after the close of the comment period will be marked “late.”  EPA and the Services are146
not required to consider these late comments. If you wish to submit CBI or information147
that is otherwise protected by statute, please follow the instructions in Unit I.D.   Do not148
use EPA Dockets or  e-mail to submit CBI or information protected by statute.149

1.  Electronically.  If you submit an electronic comment as prescribed in this unit,150
EPA recommends that you include your name, mailing address, and an e-mail address151
or other contact information in the body of your comment.  Also include this contact152
information on the outside of any disk or CD ROM you submit, and in any cover letter153
accompanying the disk or CD ROM.  This ensures that you can be identified as the154
submitter of the comment and allows EPA to contact you in case EPA cannot read your155
comment due to technical difficulties or needs further information on the substance of156
your comment.  EPA’s policy is that EPA will not edit your comment, and any identifying157
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or contact information provided in the body of a comment will be included as part of the158
comment that is placed in the official public docket, and made available in EPA’s159
electronic public docket.  If EPA cannot read your comment due to technical difficulties160
and cannot contact you for clarification, EPA may not be able to consider your161
comment. 162

i.  EPA Dockets.  Your use of EPA’s electronic public docket to submit comments163
to EPA electronically is EPA’s preferred method for receiving comments.  Go directly to164
EPA Dockets at http://www.epa.gov/edocket, and follow the online instructions for165
submitting comments.  Once in the system, select “search,” and then key in docket ID166
number OPP-2002-XXXX.  The system is an “anonymous access” system, which167
means EPA will not know your identity, e-mail address, or other contact information168
unless you provide it in the body of your comment. 169

ii.  E-mail.  Comments may be sent by e-mail  to opp-docket@epa.gov, Attention:170
Docket ID Number OPP-2002-XXXX.  In contrast to EPA’s electronic public docket,171
EPA’s e-mail system is not an “anonymous access” system.  If you send an e-mail172
comment directly to the docket without going through EPA’s electronic public docket,173
EPA’s e-mail system automatically captures your e-mail address.  E-mail addresses174
that are automatically captured by EPA’s e-mail system are included as part of the175
comment that is placed in the official public docket, and made available in EPA’s176
electronic public docket. 177

iii.  Disk or CD ROM.  You may submit comments on a disk or CD ROM that you178
mail to the mailing address identified in Unit I.C.2.  These electronic submissions will179
be accepted in WordPerfect or ASCII file format.  Avoid the use of special characters180
and any form of encryption.  181

2.  By mail.  Send your comments to:  Public Information and Records Integrity182
Branch (PIRIB), Office of Pesticide Programs (OPP), Environmental Protection Agency183
(7502C), 1200 Pennsylvania Ave., NW., Washington, DC, 20460-0001, Attention:184
Docket ID Number OPP-2002-XXXX.  185

3.  By hand delivery or courier.  Deliver your comments to:  Public Information186
and Records Integrity Branch (PIRIB), Office of Pesticide Programs (OPP),187
Environmental Protection Agency, Rm. 119, Crystal Mall #2, 1921 Jefferson Davis188
Hwy., Arlington, VA., Attention: Docket ID Number OPP-2002-XXXX. Such deliveries189
are only accepted during the docket’s normal hours of operation as identified in Unit190
I.A.1. 191

D.  How Should I Submit CBI to EPA?192

Do not submit information that you consider to be CBI electronically through193
EPA’s electronic public docket or by e-mail.  You may claim information that you submit194
to EPA as CBI by marking any part or all of that information as CBI (if you submit CBI195
on disk or CD ROM, mark the outside of the disk or CD ROM as CBI and then identify196
electronically within the disk or CD ROM the specific information that is CBI). 197
Information so marked will not be disclosed except in accordance with procedures set198



6

forth in 40 CFR part 2.  199

In addition to one complete version of the comment that includes any information200
claimed as CBI, a copy of the comment that does not contain the information claimed201
as CBI must be submitted for inclusion in the public docket and EPA’s electronic public202
docket.  If you submit the copy that does not contain CBI on disk or CD ROM, mark the203
outside of the disk or CD ROM clearly that it does not contain CBI.  Information not204
marked as CBI will be included in the public docket and EPA’s electronic public docket205
without prior notice.  If you have any questions about CBI or the procedures for206
claiming CBI, please consult the person listed under FOR FURTHER INFORMATION207

CONTACT.  208

E.  What Should I Consider as I Prepare My Comments?209

You may find the following suggestions helpful for preparing your comments:210
1. Explain your views as clearly as possible.211
2. Describe any assumptions that you used.212
3. Provide any technical information and/or data you used that support your213

views.214
4. If you estimate potential burden or costs, explain how you arrived at your215

estimate.216
5. Provide specific examples to illustrate your concerns.217
6. Offer alternatives.218
7. Make sure to submit your comments by the comment period deadline219

identified.220
8. To ensure proper receipt by EPA, identify the appropriate docket ID number in221

the subject line on the first page of your response. It would also be helpful if you222
provided the name, date, and Federal Register citation related to your comments.223

II.  Background224
    225
A.  What Action are the Agencies Taking?226

The Fish and Wildlife Service (FWS) of the Department of the Interior and the227
National Marine Fisheries Service (NMFS) of the National Oceanic and Atmospheric228
Administration (NOAA), together with the Environmental Protection Agency (EPA),229
announce their intent to conduct rulemaking to make changes in the way that EPA230
consults with FWS and NMFS (jointly referred to as “the Services”) under the231
Endangered Species Act (ESA) on regulatory actions involving pesticides, under the232
Federal Insecticide, Fungicide and Rodenticide Act (FIFRA).  The Services and EPA233
are issuing this Advance Notice of Proposed Rulemaking (ANPR), in consultation with234
the United States Department of Agriculture (USDA), to solicit public comment on a235
range of possible changes that are intended to better integrate  the consultation236
process under section 7 of the ESA with the process for   pesticide regulatory actions237
taken by EPA under the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) ,238
and to improve the efficiency and effectiveness of consultation on pesticide actions..  239
Some of the possible changes would require modification of the Services’ existing240
consultation regulations in 50 CFR Part 402; a rule modifying the consultation241
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regulations for a specific Federal agency is called a “counterpart regulation.”  See 50242
CFR 402.04.  Other possible changes in the current approach to consultations between243
EPA and the Services could be accomplished without rulemaking, for example through244
a Memorandum of Understanding or changes in policies and practices at EPA or the245
Services.  246

EPA and the Services are currently engaged in a number of separate, but247
related activities relative to EPA’s responsibilities under the ESA, in addition to the248
publication of this ANPR.  First, under ESA section 7(a)(1), EPA and the Services are249
engaged in an ongoing Proactive Conservation Review.  This review of EPA’s250
Endangered Species Protection Program (ESPP) is intended to clarify for the involved251
Federal agencies EPA’s approach to risk assessment, criteria that indicate a listed252
species may be at risk, and the requirements imposed on EPA by the ESA regulations253
governing consultation.  The review will also identify areas or issues relative to risk254
assessment, criteria, and consultations that may require modification to enhance the255
effectiveness and efficiency  of consultation among EPA and the Services.  While this256
review is conducted under ESA section 7(a)(1), the outcomes of the review will likely be257
used to help focus discussions on technical and science policy issues that need to be258
addressed  to carry out responsibilities under ESA section 7(a)(2) more effectively and259
efficiently.  Second, on December 2, 2002, EPA published a Notice in the Federal260
Register describing and requesting comments on implementation of its ESPP.  67 FR261
71549.  The goal of the ESPP is to carry out EPA’s responsibilities under FIFRA in262
compliance with the ESA, while at the same time not placing unnecessary burden on263
agriculture and other pesticide users.  264

Although this ANPR contemplates significant revisions to the Services’ ESA265
regulations as they relate to EPA’s pesticide regulatory programs under FIFRA, EPA266
will continue to address its ESA section 7(a)(2) obligations regarding pesticide actions267
under existing Service rules until such time as the changes contemplated by this ANPR268
are finalized.  While EPA and the Services believe these revisions can greatly improve269
the efficiency and effectiveness of the consultation process, all three agencies believe270
that the work they will be doing under the existing regulations during this interim period271
will ensure that endangered species are protected to the fullest extent of the law.272

EPA and the Services believe it is also important that the public and pesticide273
registrants and users understand that EPA has significant authority under FIFRA to274
protect endangered species and their habitats from potentially harmful exposure to275
pesticides, and that FIFRA  provides EPA the exclusive statutory authority for modifying276
a pesticide registration.   Accordingly, when regulatory action is determined to be277
appropriate to protect listed species or their habitat, EPA will use the authority and278
procedures set forth in FIFRA to undertake such action.  279

B.  What are the Agencies’ Authorities for Taking this Action?280
281

This ANPR is issued under the authority of section 7 of the Endangered Species282
Act (ESA), as amended, 16 USC secs. 1531 et seq., and the Federal Insecticide,283
Fungicide, and Rodenticide Act (FIFRA), 7 USC secs. 136 et seq.  EPA’s statutory284
authority and programs for regulating pesticides are discussed in section C of this Unit,285
while section D., below, describes the applicable provisions of the ESA and286
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implementing regulations.  287

C.  FIFRA and Pesticide Regulation 288

The Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) is the primary289
statute under which EPA regulates the use of pesticides in the United States.  7 USC290
secs. 136 et seq.  FIFRA defines a “pesticide” as “. . . any substance or mixture of291
substances intended for preventing, destroying, repelling, or mitigating any pest . . . .” 292
FIFRA sec. 2(u).  When a pesticide is sold or distributed, it is generally referred to as a293
“pesticide product.”  Pesticides contain both “active ingredients” and “inert ingredients.” 294
An “active ingredient” is “. . . an ingredient which will prevent, destroy, repel, or mitigate295
any pest . . . .”  FIFRA sec. 2(a). Ingredients which are not active are referred to as 296
“inert ingredients” or “other ingredients.” Under FIFRA, an “inert ingredient” is defined297
as “an ingredient which is not active.”  FIFRA sec. 2(m).   EPA uses the term,298
“formulation,” to refer to the particular combination of active and inert ingredients in a299
pesticide product.  A pesticide “use” refers to the particular combination of300
circumstances under which a pesticide product may be applied, such as the rate,301
timing, method, and site of application.302

The Statutory Framework for Regulation of New Pesticide Products.  FIFRA303
generally prohibits the sale or distribution of a pesticide product unless it has first been304
“registered” by EPA.  FIFRA sec. 12(a)(1)(A).  EPA issues a license, referred to as a305
“registration,”  for each specific pesticide product allowed to be marketed; the306
registration approves sale of a product with a specific formulation, in a specific type of307
package, and with specific product labeling for a specific use. Each product is308
evaluated on a case-by-case basis. 309

FIFRA requires a person seeking to register a pesticide to demonstrate that the310
proposed product meets the statutory standard.  EPA may approve the unconditional311
registration of a pesticide product only if the Agency determines, among other things,312
that use of the pesticide would not cause “unreasonable adverse effects on the313
environment.”  FIFRA sec. 3(c)(5).  The statute defines “unreasonable adverse effects314
on the environment” to include “any unreasonable risk to man or the environment,315
taking into account the economic, social, and environmental costs and benefits of the316
use of any pesticide. . . .”  FIFRA sec. 2(bb). 317

When EPA registers a pesticide, it approves among other things a specific set of318
labeling for the product which contains directions for and restrictions on use of the319
product.  Labeling includes any written or graphic material attached to the product320
container, i.e., the label, as well as other material accompanying the product or321
referenced on the label.  FIFRA sec. 2(p).   FIFRA makes it unlawful for any person “to322
use any registered pesticide in a manner inconsistent with its labeling.”  FIFRA sec.323
12(a)(2)(G).  Thus, directions and restrictions appearing on, or referenced in, a324
pesticide product label become enforceable Federal requirements.  Under FIFRA, most325
States have primary responsibility for enforcement against pesticide misuse.  See326
FIFRA sec. 26.327

While most regulatory decisions allowing entry of new pesticide products into the328
marketplace are made by EPA in its registration program, there are two other programs329
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that can authorize the use of new pesticides.  Under section 18 of FIFRA, EPA may330
allow the use of an unregistered pesticide product by a State or Federal agency when331
necessary to address an emergency situation.  Under EPA’s regulations, a petition for332
an exemption must establish that “emergency conditions” – defined as “an urgent, non-333
routine situation that requires the use of a pesticide . . .” – exist and that no effective,334
currently registered pesticide or non-pesticidal pest control method is available.  40335
CFR 166.4(d).  The emergency exemption regulations provide that EPA will not336
approve a request unless EPA determines, among other things, the use of the pesticide337
product will not cause unreasonable adverse effects on the environment.  40 CFR338
166.25(b).  In addition, under certain limited circumstances, States may approve a new339
use of a currently registered pesticide product to meet a “special local need.”  FIFRA340
sec. 24(c).  EPA’s regulations limit States’ exercise of this authority only to the approval341
of products that contain active ingredients that are present in a currently approved342
pesticide product and give EPA broad authority to disapprove products intended for343
uses that are not closely related to existing uses.  See 40 CFR 162.152.  States must344
notify EPA when they exercise this authority and a State’s registration shall not be345
effective for more than 90 days if disapproved by EPA within that period.  FIFRA sec.346
24(c)(2).  347

The Statutory Framework for Regulation of Existing Pesticide Products.  In348
addition to a registration program for new pesticide products, EPA conducts a349
“reregistration” program.  Reregistration focuses on currently registered pesticides and350
involves a systematic reexamination of the scientific data to determine whether the351
pesticides continue to meet contemporary scientific and regulatory standards.  See352
FIFRA sec. 4.  Among other things, EPA assesses whether there are adequate data to353
determine if the statutory standard is met. FIFRA gives EPA authority to require354
registrants to provide data if EPA “determines [the] additional data are required to355
maintain in effect an existing registration of a pesticide.”  FIFRA sec. 3(c)(2)(B). 356
(Imposition of such additional data requirements is subject to the provisions of the357
Paperwork Reduction Act, 44 USC secs. 3501 - 3520.)  In the past, EPA has used this358
authority to require registrants to conduct studies that would provide additional data359
needed for the evaluation of potential hazards of and exposures to pesticide products. 360
EPA uses such data to assess pesticide risks and to determine whether changes in the361
terms and conditions of registration would be appropriate.  In many cases, EPA’s362
reregistration review has concluded that additional risk mitigation measures were363
necessary to reduce potential harm to non-target plants and wildlife populations.  Many364
registrants voluntarily have amended their products’ registrations to implement these365
risk mitigation measures. If, however, registrants do not adopt needed risk mitigation,366
EPA may impose the requirements through cancellation or suspension proceedings,367
conducted pursuant to FIFRA sec. 6 and 40 CFR Part 164.  368

EPA may  issue a notice of intent to cancel the registration of a pesticide if it369
appears that the continued use of the pesticide “generally causes unreasonable370
adverse effects on the environment.”  FIFRA sec. 6(b).  Thus, the standard for371
approving a pesticide’s entry into the marketplace and the standard for retaining a372
pesticide on the market is based on a determination relative to “no unreasonable373
adverse effects”  Because cancellation proceedings can be lengthy, FIFRA also374
contains provisions allowing EPA to “suspend” the registration and use of a pesticide,375
prior to the completion of a cancellation process, if use of the pesticide poses an376
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“imminent hazard.”  FIFRA sec. 6(c).  FIFRA defines an “imminent hazard” as “a377
situation which exists when the continued use of a pesticide during the time required for378
[a] cancellation proceeding would be likely to result in unreasonable adverse effects on379
the environment or will involve unreasonable hazard to the survival of a species380
declared endangered or threatened under [the Endangered Species Act].”  FIFRA sec.381
2(l).382

Ecological Risk Assessment.  In deciding whether a pesticide product meets the383
statutory standards for registration or reregistration, EPA considers, among other384
things, the potential risks to non-target wildlife and plant species posed by use of the385
pesticide product.  EPA’s evaluation of such environmental risks follows the principles386
contained in its Guidelines for Ecological Risk Assessment.  (EPA 1998).  In 1986, EPA387
developed detailed guidance  for the review and analysis of potential environmental388
risks from use of pesticide products.  See Standard Evaluation Procedures (SEP) for389
Ecological Risk Assessment (EPA 1986).  Since 1986 EPA has made many additions390
and refinements to the basic approach outlined in the SEP.  All of EPA’s risk391
assessment methods have included methodology for an assessment of potential risks392
to listed species.  Refer to the ESPP Federal Register Notice (67 FR 71549) for a more393
detailed description of how EPA assesses the risk to listed species.394

EPA requires both new and existing pesticides to be supported by extensive395
information about the potential ecological risks of the pesticide product.  Data396
requirements appear in EPA regulations at 40 CFR Part 158.  Studies conducted to397
generate data for EPA are subject to Good Laboratory Practice requirements that are398
designed to ensure that the results are reliable and of high quality.  See 40 CFR Part399
160.  EPA’s scientists carefully review all data submissions and independently evaluate400
the potential risks of each pesticide.  In situations raising novel or challenging scientific401
issues, EPA generally seeks outside peer review of its scientific assessments.402

The Agency requires extensive toxicity and environmental fate data and uses403
this information, together with field reports of adverse effects on wildlife caused by404
pesticides and other relevant information, to evaluate the potential hazards to non-405
target species, including threatened and endangered species, for a pesticide intended406
for outdoor use.  To assess potential hazard to non-target species, EPA requires a407
basic set of laboratory toxicity studies on an active ingredient using multiple surrogate408
species of birds, fish, aquatic invertebrates, non-target insects, and plants.  In409
situations where additional, scientifically valid, toxicity data related to effects on wildlife410
and aquatic organisms are available, EPA will consider them in establishing the toxicity411
endpoint for risk assessment.  It is EPA's policy to conduct risk assessments using the412
toxicity endpoint from the most sensitive species tested.  EPA also requires data from a413
series of laboratory and field studies of the environmental fate of both the active414
ingredients in a pesticide product and typical formulations containing the active415
ingredient.  These studies provide data on both the parent active ingredient, as well as416
its environmental degradates .  The Agency combines these data, along with417
information about how the pesticide product is intended to be used, to develop an418
estimate of the potential concentrations of residues of the active ingredient and419
significant environmental degradates  in the environment (the Estimated Environmental420
Concentration or EEC).  In order to avoid underestimating risk, EPA makes421
assumptions designed not to understate potential exposure. 422
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When assessing risks to listed species,  EPA evaluates data and risks in a tiered423
fashion. The Agency compares its toxicity assessment of an active ingredient with the424
EEC. If the comparison demonstrates that the EEC is well below the amount of active425
ingredient that would be expected to cause harm to a particular species or critical426
habitat, EPA would conclude that the use of pesticide products containing that active427
ingredient would have “no effect” on listed species. Most of EPA’s focus is on the428
potential risks from exposure to the active ingredient and its significant environmental429
degradates.  EPA also has information, both on the other ingredients in pesticide430
products and on the formulations themselves, with which to assess the potential for431
increased risk.  This ingredient- and formulation-specific information and many years of432
reviewing pesticide products support a general conclusion that inert ingredients in433
formulations usually do not make more than a negligible contribution to the overall434
environmental risks posed by a pesticide product formulation. If the initial comparison435
and subsequent refined assessments indicate that EPA’s best estimate of the EEC for436
the active ingredient and / or significant environmental degradates  could have toxic437
effects on a listed species, then EPA  may require  the pesticide sponsor to supply438
additional laboratory and/or field data in order to refine the risk assessment,  require 439
changes in the allowable use of the pesticide product that are sufficient to mitigate any440
potential risk, or determine it necessary to request initiation of consultation with the441
Services to obtain a Biological Opinion on actions that might be taken relative to442
reducing risk.  Higher tier toxicity data may include studies on the effects of a pesticide443
on other wildlife species and plants or studies of longer durations of exposure.  The444
Agency may occasionally require higher tier studies to be conducted in the field under445
simulated or actual use conditions.  EPA may also require additional information to446
improve its estimate of potential exposure.  Possible risk mitigation measures include447
changes in the manner or timing of pesticide applications, the rate or frequency of448
applications, or geographical restrictions on use. 449

D.  The Endangered Species Act and Federal Agency Consultations with the Services 450

Section 7 of the ESA imposes obligations upon all Federal agencies  whose451
actions  may adversely impact listed species.  Of particular relevance to this ANPR,452
section 7(a)(2) directs all Federal agencies, in consultation with and with the assistance453
of the Secretaries of the Interior and Commerce (delegated to the Services), to insure454
that any action authorized, funded, or carried out by such agency is not likely to455
jeopardize the continued existence of any listed species or result in the destruction or456
adverse modification of habitat of such species that has been designated as critical457
(“critical habitat”).  16 USC 1536(a)(2).   In meeting this requirement, each agency is458
required to use the “best scientific and commercial data available.”  16 USC 1536(a)(2).459

The Services adopted joint regulations set forth at 50 CFR Part 402, which460
include procedural requirements.   These regulatory provisions require action agencies461
to consult with the Services on all Federal actions that “may affect” a listed species or462
critical habitat.  Consultation may be concluded “informally” if the action agency, with463
written concurrence from the Services, determines that the Federal action under464
consideration is “not likely to adversely affect” a listed species or critical habitat. 50465
CFR 402.14(b)(1).  “Formal” consultation is required on actions that are likely to466
adversely affect a listed species or critical habitat and when the Services disagree with467
an action agency’s determination that the action is “not likely to adversely affect” the468
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species or its critical habitat. During formal consultation, focus is on whether the469
proposed Federal action is likely to jeopardize the continued existence of any listed470
species or result in the destruction or adverse modification of critical habitat.  50 CFR471
402.14(h). 472

By regulation, the consultation process reviews a variety of potential “effects” on473
listed species and habitat, including direct, indirect, and cumulative effects.  “Direct474
effects” are those effects that will immediately flow from the proposed action.  “Indirect475
effects” are those that will be caused by the proposed action, will occur later in time,476
but are still reasonably certain to occur.  “Cumulative effects” are those effects of future477
State or private activities, not involving Federal activities, that are reasonably certain to478
occur within the area affected by the proposed action. 50 CFR 402.02.  Additionally,479
examination includes the effects of “interrelated” and “interdependent” actions.  For a480
detailed explanation of these terms, please refer to the Consultation Handbook jointly481
published by NMFS and FWS, which further elaborates on the procedures followed by482
the Services when conducting section 7 consultations.483
http://endangered.fws.gov/consultations/s7hndbk/s7hndbk.htm 484

During formal consultation, focus is upon whether the proposed Federal action is485
likely to jeopardize the continued existence of any listed species or result in the486
destruction or adverse modification of critical habitat. 50 CFR 402.14(h).487

At the conclusion of formal consultation, the Services will issue a “biological488
opinion” that details the effects of the action on the listed species or critical habitat, and489
whether the action is likely to jeopardize the continued existence of a listed species or490
result in the destruction or adverse modification of critical habitat.  16 USC491
1536(b)(3)(A).  A “jeopardy” biological opinion must include reasonable and prudent492
alternatives, if any are available.  Where jeopardy or adverse modification of critical493
habitat does not exist, the Services must issue an incidental take statement that494
specifies reasonable and prudent measures necessary to minimize incidental impact.495
16 USC 1536(b)(4).  When the terms and conditions of the incidental take statement496
are followed, all incidental takings that occur are not subject to liability.  16 USC497
1536(o).498

Service regulations implementing section 7 also authorize the promulgation of499
counterpart regulations, that establish alternate consultation procedures for a particular500
Federal agency.  50 CFR 402.04.  Authority to promulgate counterpart regulations501
acknowledges that in certain instances, the section 7 consultation process can benefit502
from procedures that differ from the traditional consultation process established by the503
Services.  This ANPR contemplates such regulations. 504

505
E.  EPA’s and the Services’ Goals for this Notice506

The Services and EPA are seeking ways to better integrate the FIFRA pesticide507
registration and ESA section 7 consultation processes thereby making the Section 7508
consultation  on pesticides more effective and efficient.  Additionally, EPA and the509
Services are seeking to improve public involvement in and understanding of the510
consultation process on FIFRA actions.  In order to meet these goals, the Services and511
EPA, in consultation with USDA, will likely  propose counterpart regulations governing512
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section 7 consultation for EPA’s regulatory actions, as well as any changes to the513
FIFRA policies and practices, which may be necessary.  In addition, EPA and the514
Services  are considering other procedural modifications to the consultation process for515
pesticide regulation.516

In 1988, Congress addressed the relationship between the ESA and EPA’s517
pesticide labeling program.  Public Law 100-478, October 7, 1988, amended the ESA518
and required EPA to conduct a study, and to provide Congress with a report of the519
results, on ways to implement EPA’s endangered species pesticide labeling program in520
a manner that both complies with the ESA and allows people to continue production of521
agricultural food and fiber commodities.  Thus, the clear sense of Congress is that EPA522
should fulfill its obligation to conserve listed species, while at the same time523
considering the needs of agriculture and other pesticide users.   Accordingly, EPA and524
the Services are working with USDA in this process. 525

EPA and the Services share the same overall goal–to improve their capacity to526
provide needed protection for listed species and their critical habitat in an expedited 527
manner that is not unnecessarily burdensome for pesticide users.  The Services and528
EPA believe that procedures and policies that result in better integration of the ESA529
consultation process with pesticide regulatory programs–both registration and530
reregistration–should lead to more efficient production of scientifically sound531
assessments of risks to listed species and critical habitat.  That, in turn, should benefit532
both the listed species and those affected by EPA’s pesticide regulatory programs. 533
Improving the process, including  shortening the time frames for ESA review of534
currently registered pesticide products, would enable EPA to more efficiently implement535
risk mitigation measures to prevent jeopardy to listed species and to avoid adversely536
modifying critical habitat.  Moreover, many of the applications submitted for registration537
of pesticide products containing new active ingredients involve pesticide formulations538
that  could  have less impacts than the currently registered products with which they539
would compete.  Thus, any improvements in the efficiency and effectiveness of the ESA540
review process could similarly benefit listed species, as well as more broadly provide541
benefits for human health and the environment.  Finally, given the importance of542
pesticide use for such essential purposes as production of food and fiber and disease543
prevention, EPA and the Services believe that improved integration of the FIFRA544
registration/reregistration and section 7(a)(2) consultation processes , under new545
counterpart regulations, modification to the FIFRA processes,  or through other546
mechanisms will be achieved in a way that avoids unnecessary burdens on pesticide547
users.  548

In developing a process for conducting future ESA consultations on FIFRA549
pesticide regulatory actions, the agencies believe it is important to recognize that EPA550
possesses significant resources and expertise in the field of ecological risk assessment551
relative to pesticides, while the Services possess the technical and regulatory expertise552
necessary for consistent administration of the ESA. Under FIFRA EPA makes decisions553
to allow new or continued use of a pesticide only after carefully examining extensive554
data on the potential risks that use of a pesticide may pose to non-target wildlife555
species.  In addition, EPA’s pesticide regulatory program may require companies to556
conduct studies needed for a risk assessment.  As a result, EPA generally has 557
significant scientific information available with which to evaluate the hazards a558
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pesticide may pose to non-target wildlife.   Further, to perform its responsibilities under559
FIFRA, EPA must maintain a sizeable staff of well-qualified scientists with many years560
of combined experience in assessing ecological risks.  Finally, EPA  has performed561
pioneering work in certain areas of ecological risk assessment, such as the562
development of exposure models and probabilistic risk assessment techniques.563

In addition to its strong scientific databases and its expertise in the field of564
ecological risk assessment, EPA’s decisions have certain relatively unique565
characteristics.  Pesticide products typically include multiple uses, and can potentially566
be used in many different parts of the country.  Thus, in evaluating a pesticide, EPA567
considers different locations where the product may be used and whether wildlife or568
plant species may be affected by such use.  This broad scope of review contrasts with569
actions by Federal agencies that have a narrower geographical scope.  In addition, the570
number of pesticide decisions is also a factor potentially affecting the section 7571
consultation process.  In a typical year, EPA will make hundreds of decisions regarding572
pesticide registration, some involving very extensive risk assessments, while others573
require more limited reviews.  For example, in fiscal year 2002, EPA registered 26 new574
pesticide active ingredients; approved the addition of 720 new uses of previously575
registered active ingredients on close to 1500 different crops; and completed more than576
4700 more minor registration actions.  EPA also completed reregistration assessments577
on 36 previously registered active ingredients, and processed over 500 emergency578
exemption requests in FY 2002.  Numbers of actions in most of these categories have579
risen since FY 2000.  The combination of the number and variety of pesticide580
regulatory decisions EPA makes each year, together with the possible use of pesticide581
products on multiple sites located in different parts of the country, means that the582
potential number of consultations about the effects of EPA actions could be far greater583
than result from any other single Federal regulatory program.  584

The implementation of a number of the changes discussed in Unit III would585
require modification of the existing consultation regulations and FIFRA procedures. 586
We are interested in public comment on changes to the current approach to587
consultation that could be put into effect without rule-making, such as through588
interagency agreements.589

III.   Request for Comment590
591

This Unit of the ANPR invites public comment on a number of ways in which the592
current regulations, policies, and practices of the Services and EPA regarding ESA593
consultations about decisions in the pesticide regulatory program could be modified. 594
Section A of this Unit focuses on possible approaches to identifying types of actions595
that would not require case-by-case consultation between EPA and the Services. 596
Section B asks for comments on possible changes to the existing framework, while597
retaining the basic approach of requiring consultation whenever EPA determines that598
use of a pesticide “may affect” protected species. Section C invites public comment on599
certain other aspects of the  operational relationship between EPA and the Services. 600
The agencies note that the specific approaches described below do not exhaust all of601
the possible changes that might improve the effectiveness and efficiency of the602
consultation process.  Thus, the agencies invite the public to include  comments on603
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other ways to modify the regulations, policies and practices of EPA, FWS or NMFS to604
achieve our mutual goals. 605

Finally, the agencies emphasize that they have made no decisions with respect606
to pursuing any specific modification discussed below.  The agencies will  consider607
public comments about a particular proposed change  in light of the following factors,608
among others: the consistency of the approach with the requirements of ESA and609
FIFRA; the scientific soundness of the approach; and the impact of the approach on610
government resources, pesticide users, and others. 611

A.  The Scope of EPA’s Consultations on FIFRA Actions Under the ESA612

1.  Programmatic Consultation.613

Under existing Service regulations at 50 CFR Part 402, the Services and federal614
agencies  can engage in consultations that address major national programs.  There is615
potential to use this authority to develop a “programmatic” approach to consultation on616
the pesticide registration program.  In regulating pesticides under FIFRA, EPA does not617
develop overall pesticide registration and reregistration programs as, for instance,  the618
Forest Service might develop a forest plan; rather, EPA makes decisions about new619
and existing pesticide uses on a case-by-case basis, subject to the standards of FIFRA620
described above.  While these decisions are made on a  case-by-case basis, in many621
circumstances these individual registration decisions share common elements.  For622
example, EPA receives hundreds of applications per year for so called “me-too”623
pesticide products that are identical or nearly identical to currently registered624
pesticides.  In addition, some classes of pesticides that aren’t identical may625
nonetheless share common exposure or toxicological profiles.  Even where pesticides626
may not share common characteristics, there may be approaches to risk assessment627
and risk management that are appropriate for identifying and addressing risk concerns628
to listed species across broad classes of pesticides.    629

Thus, in circumstances where such commonalities exist, it may be possible for630
EPA to satisfy some or all of its ESA section 7(a)(2) consultation obligations for 631
individual registration actions by completing what could be described as 632
“programmatic” consultations affecting numerous registration and reregistration actions633
simultaneously.  In addition, even where such programmatic consultations are not634
sufficient to complete the consultation process for certain individual actions, they may635
serve to streamline the consultation process on such actions through the636
standardization of  risk assessment methodologies and alternatives for species637
protections. 638

While the Services’ current section 7 regulations provide authority for agencies639
to consult on a group of related actions in this fashion, there may be benefits to using640
counterpart regulations to establish criteria that would delineate the circumstances641
under which EPA would be expected to consult with the Services and the642
circumstances where consultation would not be necessary.  Such regulations could643
identify those practices that EPA would follow to identify and delineate potential644
adverse effects on listed species and their habitat, as well as the data standards for645
such evaluations.  Such regulations could lead to more efficient use of resources by646
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both the Services and EPA, while at the same time providing the public with an647
opportunity to participate more fully in the process of protecting listed species.  648

EPA and the Services welcome comments on this approach and specifically649
request that commenters consider the following questions in developing their650
submissions:651

• What are the administrative and programmatic advantages and652
disadvantages of this approach?653

• What elements of EPA’s pesticide program are particularly amenable to654
programmatic consultation?655

• To what extent, if any, could or should this approach change the656
consultation process for specific regulatory actions under FIFRA?657

• To what extent would it be appropriate to change any of EPA’s data658
requirements, risk assessment methods, or criteria for evaluating potential659
risks to listed species in connection with such a “programmatic”660
consultation?661

 662
• What are the advantages or disadvantages to implementing this approach663

through rulemaking?664

• What are the advantages or disadvantages to implementing this approach665
under the Services’ existing consultation regulations?666

• What would be the appropriate method for addressing issues associated667
with incidental take under this approach?668

2. Changes to the Informal Consultation Process669
670

As described in Unit II. D above, the ESA requires Federal agencies to consult671
with the Services in meeting their section 7(a)(2) obligations to insure that agency672
actions are not likely to jeopardize listed species or destroy or adversely modify any673
critical habitat of such species.  The current consultation regulations at 50 CFR Part674
402 provide that in circumstances where a  Federal agency determines that its actions675
“may effect” a listed species or critical habitat it must engage in consultation with the676
Services.  In circumstances where an agency concludes that an action will have “no677
effect” on listed species or critical habitat, no further consultation is required, and the678
Federal agency, under such circumstances, has satisfied its section 7(a)(2) obligations679
regarding such action. 680

In those circumstances where a Federal agency cannot conclude that its actions681
will have “no effect” on listed species or critical habitat, but can conclude that its682
actions are “not likely to adversely affect” listed species or critical habitat, Service683
regulations provide that if the relevant Service concurs in writing on that determination684
the agency need not engage in further, (i.e., formal) consultation with the Service.  50685
CFR 402.13. The concurrence approach, in these situations, serves as a Service686
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opinion or interpretation that the agency has satisfied its section 7(a)(2) obligations687
regarding such actions.688

Under these circumstances the Services have determined, by regulation, that689
formal consultation is unnecessary for individual agency actions in order for Federal690
agencies to satisfy their section 7(a)(2) obligations.  While this regulatory regime691
currently applies to, and is generally appropriate for, a wide variety of Federal agency692
actions, there may be circumstances where the mission and expertise of a particular693
agency, or a particular office within an agency, may lend itself to the development of 694
alternative or additional informal processes.   EPA’s regulation of pesticides may be695
one such instance.  As explained in Unit II. C, one of  EPA’s core functions in the696
regulation of pesticides under FIFRA is the development of extensive ecological risk697
assessments, including an evaluation of the effects that pesticide use may have on698
various plant and animal taxa.  As a result,  EPA may possess sufficient information699
and analytical expertise to make informed determinations as to whether a pesticide is700
“not likely to adversely affect” a listed species or critical habitat.  For this reason, EPA701
and the Services think it is appropriate to consider whether there is a need for either702
further consultation or Service concurrence in those situations where EPA determines703
that use of a pesticide is “not likely to adversely affect” listed species or critical habitat.  704

This ANPR therefore seeks comment on whether to pursue, through counterpart705
regulations or other mechanisms, either of the two following potential approaches to706
conducting consultation on pesticide regulatory actions (1) If EPA determines that a707
pesticide is not likely to adversely affect listed species or critical habitat, no further708
consultation would be required; or (2) Where EPA determines that a pesticide is not709
likely to adversely affect listed species or critical habitat, EPA would continue to consult710
with the Services but EPA would not need to obtain the written concurrence of the711
Services to satisfy its section 7(a)(2) obligations.      712

EPA and the Services welcome comments on these alternate  approaches and713
specifically  request that commenters consider the following questions in developing714
their submissions:715

• The administrative and programmatic advantages and disadvantages of716
these approaches.717

• In connection with such regulations, what, if any, criteria should the718
Services establish which, if met, would support one or both of the719
approaches.720

• Whether in connection with such regulations it would be appropriate or721
necessary to change any of EPA’s data requirements, risk assessment722
methods, or criteria for evaluating potential risks to protected species.723

• Whether there are additional changes to the informal consultation724
process that may be warranted. 725

726
727

3.  Focused review by the Services during consultation 728
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The immediately preceding alternative explores amendments to the729
circumstances under which informal consultation would be necessary. This alternative730
considers potential approaches to formal consultation that would focus review provided731
by the Services once formal consultation had been initiated.   It is predicated on the732
assumption that in the development of this rulemaking, EPA’s practices and policies733
would be reviewed and, where necessary revised to ensure that the data and analyses734
EPA obtains and uses provides the best available information on the effects to735
threatened and endangered species.  As discussed earlier, EPA has extensive736
information available with which to assess and mitigate potential risks to listed species737
and their critical habitat and EPA has developed considerable expertise in these areas. 738
Thus in the case of pesticide regulatory actions, the Services would rely on EPA’s739
assessment of effects more heavily than many other types of federal actions.740

When formal consultation is necessary, an approach would be to provide for a741
more focused review of EPA pesticide submissions by the services.  This approach742
would provide for a rebuttable presumption regarding the adequacy of the effects743
analysis in an EPA request to initiate formal consultation.  There are many potential744
standards that could be applied to determine whether the effects analysis would be745
deemed adequate (see 50 CFR 402.14(c)).  This ANPR identifies three:  746

• whether EPA had considered the most current and best available scientific,747
commercial,  and technical information on listed species and their habitat and748
that the determinations were not arbitrary and capricious;749

• whether there was clear and convincing information warranting a different750
conclusion as to the effects of the proposed registration;751

• whether there is substantial evidence to support EPAs effects determinations.752

Whatever standard is incorporated into a counterpart regulation, once the adequacy of753
the effects analysis is established, the Services would rely on EPA’s determinations of754
effects in completing the formal consultation process.755

EPA and the Services are seeking comments on this approach and specifically 756
request that commenters consider some of the following questions in developing their757
submissions:758

• What are the administrative and programmatic advantages and759
disadvantages of this overall approach760

761
• What are the administrative and programmatic advantages and762

disadvantages of specific  provisions. 763

• What are other possible appropriate evidentiary or procedural provisions.764

• Should the Services establish criteria which, if met, would justify such an765
approach?766

767
• Would it be appropriate to change any of EPA’s data requirements, risk768

assessment methods, or criteria for evaluating potential risks to protected769
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species?770

B.  Modifications of the Existing Framework Under FIFRA and the ESA to Increase the771
Effectiveness, Efficiency, and Flexibility of the Existing Interagency Process772

1.  Modification of EPA’s Approach to Assessing Potential Risk to Protected773
Species774

EPA routinely receives and evaluates extensive scientific information on the775
potential hazards of and exposure to pesticide active ingredients as part of its776
registration and reregistration processes.  Unit II. C contains an overview of this777
evaluation process and EPA’s ESPP Notice describes the risk assessment process in778
more detail.  Please comment on whether there is a need to modify the current779
assessment process for evaluating the potential risks to protected species, including780
whether there should be any changes to EPA’s data requirements, assessment781
algorithms, or criteria for judging whether the use of a pesticide poses a potential risk to782
listed species.783

2.  Scope of a consultation 784

EPA’s registration and reregistration decisions typically involve one or more785
pesticide products containing a specific active ingredient.  A single pesticide product is786
generally registered for use on multiple crop and / or non-crop sites and may be787
applied on any approved site throughout the United States.  Thus, a single registration788
encompasses multiple separate decisions by EPA.  The ESA currently requires a789
Federal agency to insure that its “actions” do not jeopardize protected species or790
adversely modify critical habitat.  The Services’ regulations state that “[a]ny request for791
formal consultation may encompass, subject to the approval of the Director, a number792
of similar individual actions within a given area or a segment of a comprehensive plan.” 793
50 CFR 402.14(c).  Thus, EPA and the Services have discretion to determine the scope794
of the regulatory action subject to both formal and informal consultations.  Please795
comment on the advantages and disadvantages of using counterpart regulations or796
other mechanisms to give EPA and the Services more flexibility to define the scope of797
EPA’s consultation with respect to a specific regulatory action.  For example, please798
comment on whether it would be appropriate to have the ability to define EPA’s799
proposed action in a way that would limit a consultation on a registration decision to:  a800
particular geographical area, a particular ingredient in a pesticide formulation, or a801
particular use of a pesticide product.802

3.  The contents of a consultation package  803

The ESA requires that “each agency shall use the best scientific and commercial804
data available.”  ESA sec. 7(a)(2).  The Services’ consultation regulations specify that a805
written request to initiate formal consultation shall contain:806

“(1) a description of the action to be considered;807
(2) A description of the specific area that may be affected by the action; 808
(3) A description of any listed species or critical habitat that may be809
affected by the action;810
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(4) A description of the manner in which the action may affect any listed811
species or critical habitat and an analysis of any cumulative effects;812
(5) Relevant reports, including any environmental impact statements,813
environmental assessments, or biological assessments prepared; and 814
(6) Any other relevant available information on the action, the affected815
listed species, or critical habitat.”816

50 CFR 402.14(c).  The Services’ regulations define “cumulative effects” to mean817
“those effects of future State or private activities, not involving Federal activities, that818
are reasonably certain to occur within the action area of the Federal action subject to819
consultation.”  50 CFR 402.02.  The consultation regulations do not establish any820
requirements with respect to the content of a request for an informal consultation.  821

Please comment on: 822

• The meaning of the statutory phrase, “best scientific and commercial data823
available,” with respect to the type of information EPA should be required824
to include in a review package.825

• The advantages and disadvantages of issuing counterpart regulations to826
modify the existing requirements in 50 CFR 402.14(c). 827

 828
• Whether the same requirements apply to review packages submitted for829

informal consultation as for formal consultation or whether informal830
consultation packages should be subject to any regulatory requirements831
since they are informal?  832

833
• Given that most EPA actions involve multiple pesticide uses that may from834

regional to national in scope, what is the most effective and efficient way835
to address the concept of “cumulative effects” as defined under the836
Services regulations at 50 CFR 402.02.837

4.   The timeframe for completing formal and informal consultation on pesticide838
regulatory actions 839

The ESA sets a goal of 135 days for concluding a formal consultation, but also840
contains provisions that allow the action agency and the Services to agree, in certain841
circumstances, to extend the deadline for completing the consultation.  See ESA sec.842
7(b).   Neither the ESA nor the Services’ consultation regulations establish a timeframe843
for completion of informal consultations. 844

Please comment on the advantages and disadvantages of:845

� establishing specific timeframes for concluding formal consultations on846
pesticide regulatory decisions, including the possibility of a shorter847
timeframe and what action by EPA should trigger the start of a time period848
for formal consultation.. 849

� establishing specific timeframes for concluding informal consultations on850
pesticide regulatory actions and what action by EPA should trigger the851
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start of a time period for informal consultation852
� defining specific circumstances under which the timeframes should be853

extended and what those circumstances might be.854

5.  Identify and establish procedures for dealing with an “emergency” for855
purposes of emergency consultation and other expedited review856

The Services’ consultation regulations contain provisions allowing consultation857
to be conducted in an expedited manner in “emergency circumstances.”  50 CFR858
402.05.  This provision applies to “situations involving acts of God, disasters,859
casualties, national defense or security emergencies, etc.”  The regulations state that860
expedited consultation may be conducted in any manner consistent with the ESA, and861
that formal consultations “shall be initiated as soon as practicable after the emergency862
is under control.”  Under FIFRA, EPA may issue exemptions to States or Federal863
agencies to allow the use of an unregistered pesticide when “emergency conditions864
exist which require such exemption.”  FIFRA sec. 18.  865

Please comment on whether these and other types of regulatory actions taken866
by EPA’s pesticide programs should be considered “emergencies” that would justify867
conducting any required ESA consultation in an expedited manner. For example, if868
consultation with the Services were required, should emergency consultation provisions869
apply to:870

• petitions for emergency exemptions under FIFRA sec. 18871
• notifications to EPA of state issuance of “special local needs”872

registrations under FIFRA sec. 24(c);873
• other circumstances giving rise to a need for expedited review?874
• are there any circumstances where no review by the Services is875

appropriate, for example, when the action is taken to address a public876
health emergency as described in 40 CFR Part 166, under FIFRA? 877

6.  Clarify the role of the Services878

As discussed above in Unit II. D, the ESA and existing consultation regulations879
describe the role that the Services play in providing advice and opinions on the impact880
of agency actions on protected species and their critical habitat.  881

What are the  advantages and disadvantages of using counterpart regulations or882
other mechanisms to establish additional responsibilities for the Services, for example,883
by specifying that the Services should assist EPA in developing the information base884
for consultation or by specifying the types of information that the Services should885
provide to EPA?  What other responsibilities, if any, should the Services assume? 886
Should counterpart regulations (or some other mechanism) establish a process that a887
Service follows to ensure that, when different parts of its organization issues Biological888
Opinions on the same pesticide and / or species,  its Biological Opinions are889
consistent?  If so, how should that process operate?890

7.  Clarify the term “applicant” and the participation afforded to applicants.891

The current consultation regulations define the term, “applicant,” as a person892
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“who requires formal approval or authorization from a Federal agency as a prerequisite893
to conducting the action.” 50 CFR 402.02.  The regulations provide that an applicant894
shall have an opportunity to submit information for formal consultations, join895
discussions with the Services on consultation issues, and comment upon request on a896
draft of Biological Opinions before it is issued in final form by the Service.  50 CFR897
402.14.898

Should the role outlined in current regulations for an “applicant” be retained in899
counterpart regulations.  If so, how   should it be applied with respect to pesticide900
regulatory actions and what procedural rights should such an “applicant” have?   At901
what points in the consultation process should the general public have an opportunity902
to participate?903

8.  Clarify and improve the role of States and Tribes and other potential non-904
Federal representatives905

The current consultation regulations state that a Federal agency may designate906
a non-Federal representative to prepare biological evaluations and / or to conduct907
informal consultation with the Services.  50 CFR 402.08.  While the regulations do not908
specify who may (or may not) act as a non-Federal representative, they do indicate909
that, in some circumstances, an “applicant” may be a non-Federal representative.   910

Please comment on the circumstances, if any, that pesticide companies could or911
should be designated as a non-Federal representative.  In addition, please comment on912
whether, in view of the role that States and Tribes play in the enforcement of EPA913
regulatory decisions under FIFRA, States or Tribes could or should be designated as914
non-Federal representatives [Inconsistent with section 7(a)(2)]915

Should any special or additional procedures be established to provide greater916
participation of States and Tribes in the consultation process, either as a non-Federal917
representative or in another capacity?  918

9.  Fees  919

A substantial increase in the number or complexity of consultations between920
EPA and the Services will require a corresponding increase in agency resources.  921

Please comment on whether it would be appropriate to charge fees to offset the922
added expenditures that would be necessary to conduct such consultations.  Who923
should pay such fees, and how should the amount of any fee be determined? 924

10.  Process for elevating and resolving disagreements between EPA and the925
Services926

Neither the ESA nor the current consultation regulations prescribe how an action927
agency and the Services will resolve disagreements arising under ESA.  EPA and the928
Services, however, have addressed this issue with respect to consultations about two929
of EPA’s regulatory programs involving water.  See Memorandum of Agreement, 66 FR930
11202 (February 22, 2001).  931
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Please comment on the advantages and disadvantages to using counterpart932
regulations or some other mechanism to establish procedures for expedited resolution933
of disagreements between the Services and EPA.934

C.  Other Programmatic Aspects of the Consultation Process935

EPA’s ESPP Notice has invited public comment on the most appropriate936
approach to structure consultations about the potential impacts of pesticides on listed937
species.  The ESPP Notice identified several possible approaches: consultation on a938
pesticide-by-pesticide basis, on a geographically defined site-by-site basis; on a crop-939
by-crop basis; or a species-by-species basis.  See 67 FR 71,549 (December 2, 2002).  940

In addition to issues about the structure of consultations, EPA and the Services941
are interested in issues relating to establishing priorities for such consultations.  In view942
of the scope of the pesticide regulatory program, EPA and the Services think the943
number of consultations that may be needed in the foreseeable future could involve944
substantial resources.  Moreover, given the number of pesticides and their potentially945
widespread and overlapping uses, the agencies foresee that there could be a large946
degree of potentially redundant effort unless the consultation process is carefully947
managed to achieve the most efficient use of limited resources.  The Services and EPA948
therefore invite comment on any additional approaches that might improve the overall949
consultation process.  In particular, the agencies invite comments on the feasibility and950
usefulness of developing a comprehensive, priority-based schedule for completing any951
necessary consultations.  If such a schedule would be appropriate, how should the952
Services and EPA determine which consultations should receive highest priority? 953
What role, if any, should the public have in forming the priorities for consultation? How954
should any priority scheme for endangered species determinations relate to existing955
schedules for reregistration under FIFRA?956

IV.  Regulatory Assessment Requirements957

Under Executive Order 12866, entitled Regulatory Planning and Review (58 FR958
51735, October 4, 1993), it has been determined that this advance notice of proposed959
rulemaking is a "significant regulatory action" under section 3(f) of the Executive Order,960
because it raises “novel legal or policy issues arising out of legal mandates.”  The961
Agency therefore submitted this ANPR to OMB for the 10-day review period afforded962
under this Executive Order.  Any changes made in response to OMB comments during963
that review have been documented in the public docket as required by the Executive964
Order.965

Since this ANPR does not impose any requirements, and instead seeks966
comments and suggestions for the Agency to consider in developing a subsequent967
notice of proposed rulemaking, the various other review requirements that apply when968
an agency imposes requirements do not apply to this advance notice of proposed969
rulemaking.  970

As a part of your comments on this document, you may include any comments or971
information that you have regarding these requirements.  In particular, any comments972
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or information that would facilitate the Agency's assessment of the potential impact of a973
procedural rule on small entities pursuant to the Regulatory Flexibility Act (RFA) (5974
U.S.C. 601 et seq.). The Agency will consider such comments during the development975
of the notice of proposed rulemaking as it takes appropriate steps to address any976
applicable requirements.977

List of Subjects in 50 CFR Part 402978

Endangered species, environmental protection, pesticides979

 Dated:____________________980

________________________________________________981

Assistant Secretary for Fish and Wildlife and Parks,982
U. S. Department of the Interior983

 Dated:____________________984
 985

________________________________________________986

Assistant Administrator for Fisheries,987
National Oceanic and Atmospheric Administration988
U. S. Department of Commerce989

 Dated:____________________990

________________________________________________991

Administrator 992
U. S. Environmental Protection Agency993
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